Based on an anonymous questionnaire obtained from 102 Japanese in-patients at a rural Japanese hospital whounderwent coronary angiography, the patients understanding of information about the procedure, their perception of consent and their attitude toward it were investigated. Thepatients were able to recall 63.8 %of the contents of the information. There wasa statistically significant correlation between the patients' educational status and the recall test score of the information. Older (65 years old and above) patients had a tendency to entrust decision making to their physicians. Only 19.6 %of the patients made the decision to undergo a coronary angiography by themselves. After being informed of the risks 40.2% of the patients felt more anxious. In conclusion, our patients could not recall the contents of the information sufficiently. There still existed a tendency to entrust important decisions to the physician especially in older patients. The patients had a tendency not to face difficult problems solely by themselves but with the support of family members.
Introduction
In Japan, we have been gradually accepting informed consent as an important matter in patient-physician relationships since 1992 when the Medical Practitioners Lawprovided an informed consent provision. Modern technology also tends to produce considerable convergence between Japan and the West. There are traditional and cultural differences between the western world and Japan (1) which mayaffect the attitudes and thoughts of Japanese patients about informed consent. We explored patients' perceptions of consent and their attitudes towards it at a Japanese rural hospital.
For editorial comment, see p 1.
Method
Procedure and subject Two-hundred and forty patients who underwent elective coronary angiography for evaluation of angina pectoris in our hospital from May 1, 1996 to July 31, 1997 participated in this study. Twoweeksbefore coronary angiography, in our outpatient office, wehanded the patients a written informed consent form for the coronary angiography. The form included the patient's diagnosis, nature of the disease, procedure, purpose and risks of the angiography, and some laboratory tests which were done before the patients' admission to the hospital (for example, serological test of human immunodeficiency virus (HIV), hepatitis C virus (HCV) etc.) as well as a consent form.
After their admission to the hospital, oral consent was obtained and two paper-and-pencil tests were handed to all the patients by a receptionist one day before the coronary angiography. The tests conformed to those reported by Cassileth et al (2), Spring et al (3) and Saw et al (4) . Namely, the test consisted ofa test of the patients' recall of information regarding consent and a questionnaire designed to determine the patients' perceptions of the form. The tests were unsigned and collected by the nursing staff from 102 patients (42.5%). This study was approved by the ethical committee of our hospital.
Informed Consent in a Rural Hospital
Tests and scoring procedure Test of recall of written information Six recall items, namely, 1) diagnosis, 2) nature of the disease, 3) procedure of the angiography, 4) purpose of the angiography, 5) at least one of the risks and complications of the angiography and 6) at least one of the laboratory tests which were done before the patients' admission to the hospital were tested and scored 0 (incorrect) and 1 (correct).
Questionnaire to determine patients ' perception of the form Asecond questionnaire was designed to determine patients '
perceptions of the material in the consent explanation and the process and purpose of consent. Patients' autonomy about their decision making and their legal consciousness about consent were also investigated.
Sta tistics
Differences between numbers of patients in each of the test items were analyzed with chi-square test or Manny-Whitney test. Correlation between educational status, which was scored 1 (no high school) 2 (high school) or 3 (beyond high school) and the recall test score was analyzed by Kendall's tau test.
Results
Demographic characteristics of the patients studied are shown in Table 1 (Table 1) .
Consent information recall test
The patients studied had a mean recall test score of 3.8 ± 1.7 (mean ± SD) out ofa possible maximumscore of6. There was a statistically significant correlation between the patients' educational status and the recall test score (x = 0.330, p<0.0001).
Patients of 65 years old and above had a lower recall test score than patients younger than 65 years old (3.5 ± 1.7, 4.3 ± 1.4 respectively, p=0.0 19). As a result, 83.3% of the patients correctly described the procedure of the angiography, 67.6% could describe the purpose of the angiography and only 50.0% were able to list even a single major risk or complication. 86.3% correctly identified their diagnosis.
Purpose of consent forms After the recall test, the patients filled out a questionnaire about their understanding and opinion of the consent documents. Results are shown in Table 2 
Autonomyof the patients
Those whodecided for themselves to undergo a coronary angiography were 3 1.4%, while those who decided after consultation with their family were 56.7%. Twopatients consulted with their families and relatives and then decided. Because 37.5% of the patients who decided for themselves stated that they entrusted the decision making to their physician, only 1 9.6% of the patients truly decided for themselves. Whenasked to select one of two statements, 42.2% of all the patients answered "patients have the right not to sign consent forms", and 48.0% believed that "if patients are given consent forms, they must sign them".
Discussion
Recently, there have been many reports about informed consent in Japan. Most such reports are mainly concerned with telling the truth for cancer patients, bloodless surgery for Jehova' s Witnesses and how to give information to patients (5-9). We can find only one article concerning the patients'
understanding and opinion about daily medical procedure (10) in the CD-ROMofJapana Centra Revuo Medicina 1988-1997.
But in that investigation, the questionnaire was given long after the patients' had received information about the disease and six months after the surgical procedure had already been performed. So it seems that the results of the recall test and the patients' opinion in that article did not reflect the actual condition. Moreover, in that study, the information was notbased on standard documents. The present study, in contrast, was made just before the procedure was done and only 2 weeks after the standard document based information was given. Therefore, our study reflects the actual state of the patients' opinion and recall ability about informed consent. Our hospital is located in a rural district of Hamamatsucity (population 550,000, 250 km distance from Tokyo). Of the inhospital patients 69.1% of our division live in a rural district. Although modernization has taken place in Japan over the last 50 years, there still exists deep-rooted convention and tradition in rural district (1 1). So that, our patients' way of thinking may reflect Japanese traditional thinking. Like previous reports from the United States (2, 4) and the report from Japan ( 10), many of our patients fail to recall major points of information on consent. The relationship between educational background and patients' ability to describe the information is the same as the situation as in Cassileth et al's report (2) , namely patients who received a higher education achieved the higher recall test points. The younger the patients were, the higher their recall test points were; this is the same situation as in Yoshioka's report (10) . In other studies, 79.5% of Cassileth et al's patients (2) and 62%of Saw et al' s patients (4) thought that consent forms were for the protection ofphysician' s rights, but only one third of our patients thought so. This was considered partly due to the lack of a custom to resolve any problems by a lawsuit in Japan. Nearly half of our patients thought that they had to sign consent forms but only 27.5% of the patients of Cassileth et al (2) thought so. This maybe due to the still existent concept of physician' s paternalism in patients' consciousness in Japan (5).
This is reflected by the fact that one-third of our older patients thought consent explanations were silly and would do what their physician said anyway.
Over one-sixth of our patients preferred not to be given information about the risks, on the contrary only 10. 1%of the patients in Spring et al' s report (3) had preferred so. Afterbeing informed of the risks nearly half of our patients felt more anxious but only 23.0% of the patients of Spring et al's report (3) felt more anxious. Japanese people are generally said to have a tendency not to face difficult problems directly (12) . This is one of the major reasons for our patients' attitude.
Only one-fifth of our patients decided to undergo coronary angiography by themselves. About half of our patients consulted with their families and more over there were two patients whoeven consulted with their relatives. These are due to the fact that Japanese people traditionally think that health problems of any of their family membersmust be solved by all family members (5, 13).
